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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 18, 36 and 39 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Lakin 2003/0163202. 

3. Re claim 18, Lakin teaches prosthesis 10 for replacing a surface in an area of a 
ball of a ball-and-socket joint comprising: spherical shell section 12 having outer surface 
16 that is configured to lie in an articular fossa and attachment to a surface, shell 
section 12 having cavity 18 for receiving a bone end (par.32); and crown 20 that 
partitions cavity 18 of shell section 12 into a first cavity and a second cavity (fig.1); 
wherein a shape of the shell section is at least a section of a hemisphere (par.32, II.3-5) 
and a free edge of crown 20 lies in the same plane as a free edge of shell section 12 

(fig-9). 

4. Re claim 36, Lakin teaches prosthesis 10 for replacing a surface in an area of a 
ball of a ball-and-socket joint comprising: spherical shell section 12 having outer surface 
16 that is configured to lie in an articular fossa and attachment to a surface, shell 
section 12 having cavity 18 for receiving a bone end (par.32); and crown 20 that 
partitions cavity 18 of shell section 12 into a first cavity and a second cavity (fig.1); 
wherein a shape of the shell section is at least a section of a hemisphere (par.32, II. 3-5) 
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and a free edge of crown 20 is displaced from a plane in which a free edge of shell 
section 12 lies (fig.1). 

5. Re claim 39, Lakin further teaches prosthesis 1 0 wherein the free edge of crown 
20 does not intersection the plane in which the free edge of shell section 12 lies (fig.1 ). 

6. Claims 36-38 are rejected under 35 U.S.C. 102(b) as being anticipated by Sutter 
et al. 4,332,036. 

7. Re claim 36, Sutter teaches prosthesis 1 for replacing a surface in an area of a 
ball of a ball-and-socket joint comprising: spherical shell section 3 having outer surface 
3a that is configured to lie in an articular fossa and attachment to a surface, shell 
section 3 having cavity 3c for receiving a bone end (fig. 14); and crown 7 that partitions 
the cavity of the shell section into a first cavity and a second cavity (fig.1 ); wherein a 
shape of shell section 3 is at least a section of a hemisphere (col.3, 11.17-19) and a free 
edge of the crown is displaced (s) from a plane in which a free edge of shell section 3 
lies (fig.3). 

8. Re claim 37, Sutter further teaches prosthesis 1 wherein the free edge of crown 7 
projects by "up to 5 mm over the plane in which the free edge of shell section 3 lies. 
Sutter discloses the diameter of the crown, d, to be equal to 10-25 mm (col.4, 11.8-10), d 
preferably equal to at least 30% of the length L (col.4, 11.18-20), and projection distance, 
s, preferably equal to at most 40% of L (col.4, II. 23-25). From these values s may range 
from 0.9-2.25 mm, and is therefore less than 5 mm. 

9. Re claim 38, Sutter further teaches prosthesis 1 wherein the free edge of crown 7 
projects from about 1-3 mm (col.4, II.8-25). 
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Claim Rejections - 35 USC § 103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

11. Claims 19-21, 35, 40, and 42 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Lakin 2003/0163202. 

12. Re claims 19-21, Lakin teaches the invention as claimed and as discussed 
above. Lakin further discloses a spherical shell section wherein shell component 12 can 
be a partial hemisphere (par.32, IL4-6). This means the shell height may be less than 
100% of the radius of the ball. While Lakin does not specifically disclose a shell height 
that is about 65-90%, 70-85%, or 80% of the radius of the ball, it would be have been 
obvious to one of ordinary skill in the art at the time of the invention to pursue the finite 
number of known options within his or her technical grasp. Further, it has been held that 
it is not inventive to discover the optimum or workable ranges by routine 
experimentation and would be an obvious extension of prior art teachings (In re Aller, 
220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955), MPEP 2144.05 II A). 

13. Re claim 35, Lakin teaches the invention as claimed and as discussed above. 
Lakin further teaches a screw locking mechanism for coupling the two components 
(par.34, 11.1-4). While the location of the threads is not positively disclosed as being on 
an outer surface of the crown and/or the inner surface of the shell section, it would have 
been a matter of design choice to place the threads in either location, which a person of 
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ordinary skill in the art would have found obvious as they were not disclosed as being 
critical to the practice of the invention (In re Dailey, 357 F.2d 669, 149 USPQ 47 (CCPA 
1966) MPEP 2144.04 IV B). Further, it has been held that making parts separable for 
any desirable reason is an obvious extension of prior art teachings (In re Dulberg, 289 
F.2d 522, 523, 129 USPQ 348, 349 (CCPA 1961) MPEP V C). 

Therefore, it would have been obvious at the time of the invention to modify 
Sutter in view of Lakin in order to hold the components together without any appreciable 
movement as taught by Lakin, par.34, II.4-6. 

14. Re claim 40, Lakin teaches the invention as claimed and as discussed above. In 
figure 1, Lakin discloses prosthesis 10 wherein a free edge of crown 20 is a distance 
away from the plane containing the free edge of shell section 12. While Lakin does not 
specifically disclose a distance of up to 5 mm from the plane containing the free edge of 
the shell section, it has been held that limitations relating to size are not sufficient to 
patentably distinguish over the prior art (In re Rose, 220 F.2d 459, 105 USPQ 237 
(CCPA 1955) MPEP 2144.04 IV A). 

15. Re claim 42, Lakin teaches the invention as claimed and as discussed above. 
Lakin further teaches a plurality of shells and stems of various diameters in order to 
allow a surgeon to pick from a variety of components to match the patient's anatomy 
(par.38). While Lakin does not positively disclose a set wherein the ratio of the height of 
the shell section to a respective ball diameter is equal for the different prosthesis and a 
diameter of each crown amounts to the same percentage of a diameter of the spherical 
shell section, it has been held that changes in shape are a matter of design choice, 
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which a person of ordinary skill in the art would have found obvious as they were not 
disclosed as being critical to the practice of the invention (In re Dailey, 357 F.2d 669, 
149 USPQ 47 (CCPA 1966) MPEP 2144.04 IV B). 

16. Claims 18, 22-31, 33, 34, and 41 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Sutter et al. 4,332,036. 

17. Re claim 18, Sutter teaches prosthesis 1 for replacing a surface in an area of a 
ball of a ball-and-socket joint comprising: spherical shell section 3 having outer surface 
3a that is configured to lie in an articular fossa and attachment to a surface, shell 
section 3 having cavity 3c for receiving a bone end (fig. 14); and crown 7 that partitions 
the cavity of the shell section into a first cavity and a second cavity (fig. 1 ); wherein a 
shape of shell section 3 is at least a section of a hemisphere (col. 3, 11.17-19) and a free 
edge of crown 7 lies outside the plane of the free edge of shell section 3 (fig. 1 ). While 
Sutter discloses the free edge of crown 7 extending beyond the plane of the free edge 
of shell section 3, and does not disclose a prosthesis wherein a free edge of the crown 
lies in the same plane as a free edge of the shell section, it has been held that 
limitations relating to size are not sufficient to patentably distinguish over the prior art (In 
re Rose, 220 F.2d 459, 105 USPQ 237 (CCPA 1955) MPEP 2144.04 IV A). 

1 8. Re claim 22, Sutter further teaches prosthesis 1 wherein first cavity 7 has a 
circular shape and second cavity 3c has an annular shape (fig.1). 

19. Re claim 23, Sutter further teaches prosthesis 1 wherein innermost end of the 
crown 7b is integrally connected to the inner surface of the shell section so as to form a 
single integral structure (col. 3, II.25-27). 
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20. Re claim 24, Sutter further teaches prosthesis 1 wherein at least one of the inner 
surface of the shell section and a surface of the crown is configured for contact with the 
bone end and is therefore a roughened surface (col. 5, II.46-50). 

21 . Re claim 25, Sutter further teaches prosthesis 1 wherein the crown has at least 
one opening 7e formed therein to provide communication between the first and second 
cavities (fig.1). 

22. Re claim 26, Sutter further teaches prosthesis 1 wherein the at least one opening 
comprises at least five openings (figs.1 , 20). 

23. Re claim 27, Sutter further teaches prosthesis 1 wherein at least one of an inner 
surface and an outer surface of the crown has a relief structure formed as a part thereof 
(col.7, 11.26-31). 

24. Re claim 28, Sutter further teaches prosthesis 1 wherein the relief structure 
comprises a fluting that is formed by ring beads that extend circumferentially around the 
crown (col.7, 11.26-31 ; fig.1 1 ). 

25. Re claim 29, Sutter further teaches prosthesis 1 wherein the inner surface of the 
shell section includes a relief structure that extends along an edge of the shell section 
(col.3, II.53-60; col.6, 11.1-17; figs. 7, 11). 

26. Re claim 30, Sutter further teaches prosthesis 1 wherein the relief structure 
comprises fluting formed circumferentially around the inner surface of the shell section 
(figs. 2, 7, 11). 
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27. Re claim 31 , Sutter further teaches prosthesis 1 wherein the crown and shell 
section are separate parts and are constructed to .be securely coupled to one another 
(col.3, II.25-27). 

28. Re claim 33, Sutter further teaches prosthesis 1 wherein the crown has a circular 
shape (col.3, 1.22). 

29. Re claim 34, Sutter further teaches prosthesis 1 wherein the crown is arrayed in 
a coaxial manner (col.3, II.22-23; fig.1 ). 

30. Re claim 41 , Sutter further teaches a procedure for implantation of a prosthesis 
in a bone comprising the steps of: preparing the bone and forming a groove in the bone 
(col. 5, 11.4-14; figs. 4, 5); prosthesis 1 for replacing a surface in an area of a ball of a 
ball-and-socket joint, prosthesis 1 including spherical shell section 3 and crown 7, shell 
section 3 having outer surface 3a that is configured to lie in an articular fossa and 
attachment to a surface, shell section 3 having cavity 3c for receiving a bone end 

(fig. 14); crown 7 partitioning the cavity of the shell section into a first cavity and a 
second cavity (fig. 1 ), wherein a shape of shell section 3 is at least a section of a 
hemisphere (col.3, 11.17-19) and a free edge of crown 7 lies outside the plane of the free 
edge of shell section 3 (fig.1); and inserting the prosthesis onto the bone such that the 
crown is received in the groove formed in the bone (col.5, 11.14-17; fig. 6). While Sutter 
discloses the free edge of crown 7 extending beyond the plane of the free edge of shell 
section 3, and does not disclose a prosthesis wherein a free edge of the crown lies in 
the same plane as a free edge of the shell section, it has been held that limitations 
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relating to size are not sufficient to patentably distinguish over the prior art (In re Rose, 
220 F.2d 459, 105 USPQ 237 (CCPA 1955) MPEP 2144.04 IV A). 
31 . Claim 32 is rejected under 35 U.S.C. 103(a) as being unpatentable over Sutter et 
al. 4,332,036 in view of Lakin 2003/0163202. Sutter teaches the invention as claimed 
and as discussed above. Sutter does not teach a prosthesis wherein the crown and 
shell section are constructed to be threadingly coupled to one another by means of 
threads formed on at least one of an outer surface of the crown and the inner surface of 
the shell section. 

Lakin teaches a screw locking mechanism for coupling the two components 
(par.34, 11.1-4). While the location of the threads is not positively disclosed as being on 
an outer surface of the crown and/or the inner surface of the shell section, it would have 
been a matter of design choice to place the threads in either location, which a person of 
ordinary skill in the art would have found obvious as they were not disclosed as being 
critical to the practice of the invention (In re Dailey, 357 F.2d 669, 149 USPQ 47 (CCPA 
1966) MPEP 2144.04 IV B). Further, it has been held that making parts separable for 
any desirable reason is an obvious extension of prior art teachings (In re Dulberg, 289 
F.2d 522, 523, 129 USPQ 348, 349 (CCPA 1961) MPEP V C).. 

Therefore, it would have been obvious at the time of the invention to modify 
Sutter in view of Lakin in order to hold the components together without any appreciable 
movement as taught by Lakin, par.34, II.4-6. 



Application/Control Number: 10/597,847 
Art Unit: 4138 



Page 10 



Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Megan Yarnall whose telephone number is 571-270- 
3071 . The examiner can normally be reached on Monday-Thursday 6:30-5:00 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ehud Gartenberg can be reached on 571-272-4828. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




my 1/ 
October 31, 2007 



KIMBERLYS. SMITH 
PRIMARY EXAMINER 



'i/iloy- 



